All VFC providers are required to have data loggers in all vaccine storage units. Alarm systems are highly recommended.
Use of a calibrated data logger with a current Certificate of Traceability and Calibration
Testing (also known as Report of Calibration) is required in all vaccine storage units that store VFC vaccine. a. Certification usually lasts 1-2 years from the calibration date. b. Advice on recalibration schedules will vary but the generally agreed upon industry standard is an annual (yearly) re-calibration schedule. If a manufacturer recommends a different schedule you should follow that schedule; however, CDC requires that calibration certificates not exceed two years. c. When purchasing data loggers consider the cost of recalibration as well as purchase price. Periodic replacement may be more cost-effective than recalibration. Providers are responsible for maintaining valid certificates of calibration for all data loggers. Download and review data from data loggers weekly. Save the actual data files, not just the graphs. Install new batteries at least every six months on all data loggers.
4. CDC recommends that data loggers utilize a probe that is immersed or inserted in: 1), a vial filled with liquid (e.g. glycol, ethanol, glycerin) or a loose media (e.g. sand, glass beads) or 2), a solid block of material (e.g. Teflon ® , aluminum). The probe must be placed in a central area of the storage unit with the vaccines. The ONLY allowable exemption to the thermometer placement requirement is for providers who have pharmaceutical storage units (built for vaccine storage) that have either (1) a built-in thermometer (in 2017, this thermometer must be a data logger) OR (2) a dedicated port for the probe that dictates the placement of the probe. Keep in mind that glycol or liquid probes take longer to adjust to the unit temperature so be sure to check frequently until stable.
5. Providers are required to have a backup data logger on hand for use if the current data logger is no longer working appropriately or calibration testing of the current equipment is required. Make sure your backup thermometer can be set up in an emergency (i.e., power outage). Probes for backup thermometers must be kept in a refrigerator or freezer so that they will be pre-conditioned in case of emergency use. If only one back up thermometer is available, the probe must be stored in a refrigerator.
The reason a backup thermometer is required is to prevent or limit the amount of time required to have a temperature monitoring device/mechanism in place to prevent loss of temperature data. Providers should maintain the backup on-site. If a backup thermometer is not physically on-site there must be a plan for how the backup thermometer will be accessed if needed. It must be accessible 24 hours per day and no further than 30 minutes from the site. Plans for accessing a backup thermometer must be approved by the LHD/MDHHS to ensure the plan is reasonable and feasible. The details of the approved plan must be included in the provider's routine vaccine management plan.
Temperature Monitoring Documentation 1. Assess and record twice daily temperatures of the refrigerator and freezer using a certified calibrated data logger to ensure that the temperatures do not exceed acceptable ranges; in the AM when the clinic opens and 30-60 minutes before leaving for the day. CDC requires reviewing and recording minimum and maximum temperature readings at the beginning of each workday. This helps to ensure temperature excursions are identified quickly and corrections made to prevent vaccine loss. Daily morning MIN/MAX temperature recording are required for all VFC providers. Staff should be trained on how to properly record MIN/MAX.
2. The following information must be documented on a temperature log posted on each refrigerator and freezer unit: a. time and temperature readings b. initials of the person documenting these readings Providers may use temperature logs similar to those supplied through the MDHHS VFC Program or another form that has been approved by your LHD.
3. Out-of-range temperatures must be documented on the temperature logs and must be reported to your LHD. If temperatures are out-of-range, the provider must call vaccine manufacturers to verify if the vaccine is viable. The contact information for the vaccine manufacturers is outlined in the VFC Program Emergency Response Plan document. Detailed documentation of all actions taken as a result of out-of-range temperatures is required.
4. Temperature logs and associated documentation must be retained and available in the agency for at least three years.
Electronic or Wireless Monitoring Systems
Wireless or electronic continuous temperature monitoring systems allow a clinic to monitor refrigerator and freezer temperatures in real-time on a remotely connected PC (and in some cases, via internal network or intranet). Wireless systems are best suited for clinics with multiple refrigerators and freezers and the need to remotely monitor and graph temperatures. These systems alert staff to a temperature excursion in real time via cell phone, pager or e-mail.
